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[Site Name]

Standard Operating Procedure (SOP)
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Title:
Obtaining Informed Consent for MTN 016
Original Effective Date: XX MMM YYYY

      Revision Effective Date: Not Applicable


Purpose

To define the informed consent procedures for MTN 016.

Scope

This procedure applies to all staff involved in obtaining informed consent for MTN 016. 

Responsibilities

[MTN 016 Research Nurses and Counselors delegated by the Investigator of Record] to obtain informed consent procedures for MTN 016 are responsible for understanding and following this SOP.  

[MTN 016 IoR , Medical Officer and Study Coordinator] are jointly responsible for training study staff to obtain informed consent from MTN 016 participants in accordance with this SOP and for day-to-day oversight of staff involved in obtaining informed consent.

MTN 016 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN 016 staff members follow this SOP, are compliant with all CFR regulations and ICH Guidelines.
Introduction

1. Informed consent is an on-going process. The consent process should start at the initial contact with the potential participant and continue throughout the entire follow-up period of the study. (See MTN-016 SSP Section 5 for further information).
2. Prior to study initiation, the Institional Review Board (IRB)/Ethics Committee (EC) responsible for oversight of this study will review and approve all the study specific informed consent forms. See MTN 016 SOP XXX for Communication with Responsible IRBs/ECs.  DAIDS will review and approve the informed consent forms as part of the DAIDS Protocol Registration Process.  FHI Core staff must review and approve all informed consent forms in English and all translations accompanied by appropriate back-translations, as well as the comprehension questions, prior to submission to IRB/EC

3. This site will use two informed consent forms for MTN-016: 

(1) Woman/Infant Screening and Enrollment (single form)

(2) Infant Testing
4. In the informed consent process, potential study participants are informed about study-related elements that include but are not limited to:

· The screening and enrollment process

· Study purpose and design

· Study procedures, the duration of the study, and number of clinic visits

· Risks and benefits and assurance of notification regarding new information relevant to trial participation during the course of the clinical trial

· Social harm and risks 

· Voluntary nature of participation and the participant’s right to not want to be in the study or to withdraw from the study without penalty or loss of benefits

· Confidentiality of all personal and health related information as permitted by law  

· Compensation for study participation

· Compensation for research related injury

· Cost to participants in research studies

· Legal rights of study participants

· Participant responsibilities

· Access to clinic staff, including the principal investigator, regarding study related questions 

· Potential circumstances under which the subject’s participation and/or the administration of study agents may be terminated

· The approximate number of participants involved in the study 

5. It is the responsibility of the IoR and designated study staff to:

· Deliver all required information in a manner that is understandable to potential study participants.

· Asure that informed consent is obtained in a setting free of coercion and undue influence.

· Confirm that the participant comprehends the information.

· Document the process.

Procedures

1.0 Informed consent for screening and enrollment should always occur during a woman’s first study visit, regardless of what stage she is in her pregnancy.  This process will include informed consent for screening and enrollment of the infant if sites are using a single informed consent form.

2.0 The father of the child being consented for study participation may be included in the informed consent process and sign the consent form, if reasonably available. [Insert any site-specific procedures as applicable]
3.0 Multiple printed copies of the IRB-approved version of the informed consent will be stored in the [site specific location], available for use by site staff.  Should any of the forms require updating, the [site delegated role/person] will ensure that  current, IRB-approved versions of the informed consent form, comprehension assessment forms, and coversheets are available.  [Use of an Informed Consent Version Control Log is strongly encouraged (see SSP section 5, Appendix 5.2)  If site is going to use a version control log, suggest inserting as an attachment to this SOP]
4.0 [Insert responsible staff] will meet with the potential participant in a private, quiet, coercion-free setting and explain all aspects of MTN-016. Prior to initiating the informed consent process, staff will ascertain whether the potential participant is literate (able to read and write on her own) and of legal age, per IRB requirements.
5.0 Potential Participants’ legal age and identity will be confirmed by [Describe site specific procedures.  List IRBs legal age requirements.] 

6.0 Literacy of the potential participant must be assessed before determining how to conduct the informed consent process. 

6.1 [Insert site-specific procedure for literacy assessment.  Include site-specific forms as needed as appendices] 

7.0 Informed consent process for Literate Participants [The following is an example, edit as needed to reflect site-specific procedures]:

7.1 Provide a copy of the IC and allow volunteer to read IC in waiting room.

7.2 In a private room, document the start time of the informed consent process on the informed consent coversheet (see Appendix X).  Review the IC with the participant, addressing each separate section of the IC, highlighting the main points, and allowing and encouraging the participant to ask questions or express any concerns she may have.

7.3 After all IC materials have been reviewed, and all participant questions/concerns have been addressed, administer the comprehension checklist (see Appendix X) in the same language as the IC that was read.
7.4 As part of the process of administering the comprehension checklist, clarify any incorrect responses; provide correct information and other explanations, etc until the volunteer understands. If the volunteer becomes tired or wants more time, she may come back on another day to continue the process.

7.5 After the volunteer demonstrates that she fully understands the material in the informed consent forms, if she chooses to take part, ask her to print her name and the date on two separate ICs and sign and date both ICs.  

Note:  MTN-016 informed consent forms will have an option for declining or accepting photography of infants with identified or suspected major malformations. Women (and the infant’s father, if participating in the consent process) should understand that declining infant photographs will not exclude them or their infant’s ability to participate in the study.   
7.6 For participants who are not able to understand all the required information, give the consent form to the participant to take home and read and schedule her for another visit date. If, after all efforts, she is unable to understand the required information, she is ineligible for the study.
7.7 After witnessing her signature (and her partners, if applicable), print your own name, date, and sign both informed consent forms.  All signature and date blocks included on informed consent forms must be completed. Signatures and dates must be entered in ink, and date blocks must be completed by each signatory; site staff may not enter the date for participant signatures.
8.0 Additional Procedures for Illiterate Volunteers [The following is an example, edit as needed to reflect site-specific procedures]:
8.1 In addition to the staff member conducting the consent process, a second person must witness the informed consent process.  The witness should be present and observe the entire process, and should document their witnessing by printing their name and the date on the IC and signing the IC.  The staff member who completed the IC process should also write his/her own name and the date and sign the IC.  The person serving as the witness must be of legal majority age (18), must be literate, and may be someone brought by the participant, or an impartial person. i.e. a person who is independent of the study and cannot be unfairly influenced by people involved in the study (it is up to the participant to decide who the observational witness will be).  If the participant does not bring anyone with her a (non-study) clinic staff member or staff member from another study will serve as the witness.

8.2 In a private room, document the start time of the informed consent process on the informed consent coversheet (See Appendix X).  Read through each section of the IC with the volunteer and the witness, pausing to clarify and ask the volunteer if she has any questions or concerns about each section.  Encourage the participant to ask questions or express any concerns she may have. The witness may also ask questions. 
8.3 After the IC has been read to the volunteer, and all participant questions/concerns have been addressed, administer the comprehension checklist and complete the remainder of the informed consent process as described in Section 7.3-7.7 but complete the signature blocks on the informed consent forms as follows: 
8.3.1 If the volunteer can write, ask her to print her name and the date on two separate IC forms and sign both IC forms.  Explain on the informed consent coversheet that the participant is able to write even though she is not able to read.  
8.3.2 If the volunteer cannot write, ask her to provide a thumbprint on the signature line of both IC forms.  Then print the participant’s name and date below the lines for these items on both IC forms and enter a signed and dated note on the form documenting who made these entries.  These entries should be made by the study staff member who conducted the informed consent process.  
8.3.3 After witnessing the participant’s signature or thumbprint, both the study staff member who conducted the informed consent process and the witness must print their own names, the date, and sign both informed consent forms.  The witness is to understand that by signing the consent form, the witness attests that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject or the subject's legally acceptable representative, and that informed consent was freely given by the subject or the subject's legally acceptable representative.
9.0 Documentation of the Informed Consent Process [The following is an example, edit as needed to reflect site-specific procedures:]
9.1 Provide the volunteer with one signed copy of the IC in the same language that she received the information.  If the volunteer is not willing to receive her copy, document this and keep her copy in the file with the clinic copy.  Give participant a card with study contact information.

9.2 Keep one original signed copy of the IC.

9.3 Write a partial participant ID number on the bottom part of the signature page of the signed IC form that remains in the clinic (but NOT on the IC form that the participant takes home).  For example, if the PTID is 310-34567-9, the partial ID would be 67.

9.4 Document the informed consent process on the informed consent coversheet and in a chart note. 

9.5 File the signed and labeled IC form in the IC binder, in numerical order. 

9.6 Keep the IC binder locked in the on-site project data room. Because it contains confidential information (names and study ID) it must remain locked up at all times, preferably in a double-locked system where the binder is in a locked file/cabinet, in a locked room.

9.7 It is essential that no study procedures are done prior to obtaining informed consent from the volunteer.  The date documented on the informed consent must either precede or coincide with the first date of study procedures.  In addition, enter a note in the participant chart documenting that informed consent was obtained prior to the initiation of any study procedures, both for Woman/Infant IC and the Infant Testing IC.
9.8 The signed informed consent form will be considered a permanent part of the participant’s record but must be filed separately from the participant’s study binder in order to protect confidentiality.  While the informed consents will be audited in the same manner as other records, copies will not be transferred to any agency outside of the clinic.  Although there will be a large number of consent forms to keep on file, it will be necessary to keep the entire signed consent form on file (and NOT just the signature page).  

10.0 Ongoing Informed Consent Procedures

10.1 In addition to the initial informed consent processes carried out as part of the study screening and enrolment process, ongoing informed consent procedures will be conducted with enrolled study participants throughout the study follow-up period. [Insert site-specific ongoing informed consent procedures]
11.0 Procedures for Informed Consent Form Revisions. 

11.1 In the event that any of the informed consent forms originally approved for use in MTN 016 must be revised [Insert procedures for revising and approving revised form].
List of Abbreviations and Acronyms

IC

Informed Consent

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

SSP

Study-Specific Procedures

[Insert additional as applicable]

Attachments

Attachment x: Informed Consent Coversheet

Attachment x: Woman/Infant Screening and Enrollment Informed Consent
Attachment x: Infant Testing Informed Consent 
Attachment x: Comprehension Survey: Woman/Infant Screening and Enrollment
Attachment x: Comprehension Survey: Infant Testing

Attachment x: Literacy Assessment Tool

[Insert additional as applicable]
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